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u nder this heading will appear the text of proposed rules
and changes. The notice of proposed rulemaking is
required to contain an explanation of any new rule or any
change in an existing rule and the reasons therefor. This is set
out in the Purpose section with each rule. Also required is a
citation to the legal authority to make rules. This appears fol-
lowing the text of the rule, after the word “Authority.”
Entirely new rules are printed without any special symbol-
ogy under the heading of the proposed rule. If an exist-
ing rule is to be amended or rescinded, it will have a heading
of proposed amendment or proposed rescission. Rules which
are proposed to be amended will have new matter printed in
boldface type and matter to be deleted placed in brackets.
Ag important function of the Missouri Register is to solicit
nd encourage public participation in the rulemaking
process. The law provides that for every proposed rule,
amendment or rescission there must be a notice that anyone
may comment on the proposed action. This comment may
take different forms.
f an agency is required by statute to hold a public hearing
before making any new rules, then a Notice of Public
Hearing will appear following the text of the rule. Hearing
dates must be at least thirty (30) days after publication of the
notice in the Missouri Register. If no hearing is planned or
required, the agency must give a Notice to Submit
Comments. This allows anyone to file statements in support
of or in opposition to the proposed action with the agency
within a specified time, no less than thirty (30) days after pub-
lication of the notice in the Missouri Register.
n agency may hold a public hearing on a rule even
though not required by law to hold one. If an agency
allows comments to be received following the hearing date,
the close of comments date will be used as the beginning day
in the ninety (90)-day-count necessary for the filing of the
order of rulemaking.
f an agency decides to hold a public hearing after planning
not to, it must withdraw the earlier notice and file a new
notice of proposed rulemaking and schedule a hearing for a
date not less than thirty (30) days from the date of publication
of the new notice.

Proposed Amendment Text Reminder:
Boldface text indicates new matter.
[Bracketed text indicates matter being deleted.]

Title 1—OFFICE OF ADMINISTRATION
Division 40—Purchasing and Materials Management
Chapter 1—Procurement

PROPOSED RULE

1 CSR 40-1.090 Waiver of Procedures Contained in Chapter 34,
RSMo, Related to Cost and Pricing

PURPOSE: This rule waives the procedures in Chapter 34, RSMo,
related to cost and pricing for the purchase of services for patients,
residents, and clients.

(1) The commissioner of administration has determined that the
Department of Mental Health’s services for its patients, residents and
clients can best be purchased by the department with funds appro-
priated for that purpose and waives procedures of Chapter 34,
RSMo, related to cost and pricing, so that the department may eval-
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uate competitive proposals on the basis of quality and other variables
exclusive of price.

AUTHORITY: section 630.405.5, RSMo Supp. 2001. Original rule
filed Nov. 26, 2002.

PUBLIC COST: This proposed rule is anticipated to cost state agen-
cies and political subdivisions less than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed rule is anticipated to cost private
entities less than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may submit comments
in support of or opposition to this proposed rule. In preparing your
comments, please include the regulatory citation and the Missouri
Register page number. Please explain why you agree or disagree with
the proposed change and include alternative language. Comments
may be mailed or faxed to Mr. Jim Miluski, Office of Administration,
PO Box 809, Jefferson City, MO 65102. The fax number is (573) 526-
5985. To be considered, comments must be received within thirty (30)
days after publication of this notice in the Missouri Register. No
public hearing is scheduled.

Title 3—DEPARTMENT OF CONSERVATION
Division 10—Conservation Commission
Chapter 1—Wildlife Code: Organization

PROPOSED AMENDMENT

3 CSR 10-1.010 Organization and Methods of Operation. The
commission proposes to amend sections (2) and (3) of this rule.

PURPOSE: This amendment outlines organizational changes as
approved by the Conservation Commission at its August 21, 2002
meeting.

(2) The commission appoints a director who serves as the adminis-
trative officer of the Department of Conservation. The director
appoints other employees and is assisted by a deputy director-field
and a deputy director-administration with programs and activities
carried out by the divisions of fisheries, wildlife, forestry, protection,
[design and development,] outreach and education, administrative
services, private land services, /natural history] science and human
resources. An assistant director supervises the policy coordination
section, and provides leadership for special projects and initiatives
as assigned by the director; notably legislative liaison/,/ and part-
nerships with other entities/, etc]/.

(3) The department carries out its programs through the following
major administrative units:

[(E) Design and Development administers the department’s
construction/development program and is responsible for
development of areas owned and/or leased by the depart-
ment. The staff consists of professional engineering, archi-
tecture, land surveying and support staff in the areas of
drafting, computer applications, clerical and an in-house con-
struction work force. All work is highly specialized in direct
relation to the department’s resource programs; typically,
development of wetlands, reservoirs, hatcheries, buildings,
nature centers, river and lake public use access areas, stream
corridor improvements and hunter safety training facilities,
including shooting ranges. Related services include property
surveys of all department lands by registered surveyors, fea-
sibility studies and provision of data for environmental
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assessments. The cartography unit archives all department
lands and produces department maps.]

[(F)] (E) Outreach and Education administers the department’s
public information and education programs. Education services and
programs include operating nature and visitor centers, developing
interpretive exhibits, administering urban fishing programs, teaching
outdoor skills, acting as a clearing house for conservation education
projects, and providing conservation education curricula, training
and materials to teachers and youth leaders. Outreach produces the
department’s monthly magazine, popular and technical publications,
radio and television programs and video productions; issues news
releases and coordinates with new media. Metropolitan services in
St. Louis, Kansas City and Springfield include coordinators and
media information specialists who provide information to the public,
work with urban personnel from other divisions to deliver services
to the public, and assess public opinion on conservation issues and
public demand for conservation programs.

[(G)] (F) Administrative Services administers the department’s
support services of information technology, /policy coordination,
fiscal services and general services.] design and development,
and business and support. Information technology provides direc-
tions and management of the department’s information technology
assets/; defines technology solutions to meet business needs;
supports employees’ use of those assets], including computer
hardware and software systems, telephone systems, two-way radio
and other telecommunications systems; and coordination of those
systems with other state agencies. /Policy coordination provides
liaison with federal, state and private concerns on activities
involving fish, wildlife and forestry resources,; facilities and
coordinates department strategic and other long-range plan-
ning; conducts constituency surveys; coordinates geograph-
ical information system functions; negotiates for purchase of
real property; and manages in-lieu-of-tax payments.] Design
and development administers the department’s
construction/development program and is responsible for devel-
opment of areas owned and/or leased by the department. Related
services include property surveys of all department lands by reg-
istered surveyors, feasibility studies and provision of data for
environmental assessments. Business and support /Fiscal ser-
vices] collects and processes funds received; processes accounts
payable; distributes hunting, fishing and special permits; audits per-
mit distributors; maintains inventory records, including the depart-
ment’s real property holdings; /and] coordinates federal aid pro-
grams and funds; coordinates/. General services is responsible
for] procurement, repair and disposition of fleet, aircraft, marine
and other mechanical equipment; /management of the aircraft
fleet; maintenance of]/ maintains a distribution center and ware-
house for department publications/, products and media loan ser-
vice; operation of] ; operates offset printing, mailing and sign pro-
duction services; and provides building and grounds maintenance.

[(H)] (G) Private Land Services provides technical assistance and
resource training to private landowners; participates in media and
other outreach efforts for resource management; coordinates with
other governmental agencies and private organizations to integrate
fish, forest, wildlife and natural community considerations with agri-
culture and other private land initiatives; provides cost-share to assist
landowners with priority resource needs; and provides wildlife dam-
age control assistance.

[(1)] (H) [Natural History administers the department’s pro-
gram; coordinates] Science Division is the center of the depart-
ment’s resource inventory, monitoring, and research. The divi-
sion helps department area, regional, and issue managers under-
stand and conserve the biological diversity of Missouri’s fish,
forests, and wildlife. Other programs administered by this divi-
sion include water pollution impact investigations, natural areas
designation and management, endangered species activities; /and
provides] specialized service in natural history interpretation and

coordination of management for nonconsumptive uses of wildlife
resources and lands.

[(J)] (I) Human Resources recruits employees; maintains person-
nel records, benefits and compensation; administers the group insur-
ance program, workers’ compensation and safety programs; con-
ducts the affirmative action program and new employee orientation,
as well as in-service training in human relations, personal communi-
cations and supervisory skills.

[(K)] (J) General Counsel provides legal advice to the commission
and administrative staff; aids in formulating policy; advises in the
formulation of regulations; and performs title search related to the
acquisition of real property.

[(L)] (K) Internal Auditor reviews operations and programs to
assure that resources are used efficiently, and provides the commis-
sion and administration with information useful in directing and con-
trolling department operations.

AUTHORITY: sections 40 and 45 of Art. 1V, Mo. Const. Original
rule filed June 28, 1974, effective July 8, 1974. For intervening his-
tory, please consult the Code of State Regulations. Amended: Filed
Nov. 26, 2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with John W.
Smith, Deputy Director, Department of Conservation, PO Box 180,
Jefferson City, MO 65102. To be considered, comments must be
received within thirty (30) days after publication of this notice in the
Missouri Register. No public hearing is scheduled.

Title 4—DEPARTMENT OF ECONOMIC
DEVELOPMENT
Division 220—State Board of Pharmacy
Chapter 2—General Rules

PROPOSED AMENDMENT

4 CSR 220-2.020 Pharmacy Permits. The board is proposing to
amend subsection (9)(H).

PURPOSE: This rule is being amended to be consistent with the
changes proposed in the board’s rule 4 CSR 220-2.200.

(9) The following classes of pharmacy permits or licenses are here-
by established:

(H) Class H: Sterile Product Compounding. A pharmacy that pro-
vides services as defined in section 338.010, RSMo and provides a
sterile pharmaceutical as defined in 4 CSR 220-2.200(1) and (15).
Pharmacies providing sterile pharmaceuticals within the exemptions
outlined in 4 CSR 220-2.200/(7) and (8)] shall not be considered a
Class H pharmacy; and

AUTHORITY: sections 338.140, RSMo 2000 and 338.220, RSMo
Supp. 2001 and Omnibus State Reorganization Act of 1974 (Appendix
B). Original rule filed July 18, 1962, effective July 28, 1962. For
intervening history, please consult the Code of State Regulations.
Amended: Filed Dec. 3, 2002.

PUBLIC COSTS: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.
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PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($3500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the State
Board of Pharmacy, Kevin Kinkade, Executive Director, PO Box 625,
Jefferson City, MO 65102, via facsimile to (573) 526-3464 or email
at pharmacy@mail.state.mo.us. To be considered, comments must be
received within thirty (30) days after publication of this notice in the
Missouri Register. No public hearing is scheduled.

Title 4—DEPARTMENT OF ECONOMIC
DEVELOPMENT
Division 220—State Board of Pharmacy
Chapter 2—General Rules

PROPOSED RESCISSION

4 CSR 220-2.200 Sterile Pharmaceuticals. This rule established
standards for the preparation, labeling and distribution of sterile
pharmaceuticals by licensed pharmacies, pursuant to a physician’s
order or prescription.

PURPOSE: This rule is being rescinded and readopted in order to
redefine sterile pharmaceuticals.

AUTHORITY: sections 338.140 and 338.280, RSMo 1994. Original
rule filed May 4, 1992, effective Feb. 26, 1993. Amended: Filed Oct.
28, 1994, effective May 28, 1995. Rescinded: Filed Dec. 3, 2002.

PUBLIC COST: The proposed rescission will not cost state agencies
or political subdivisions more than five hundred dollars ($500) in the
aggregate.

PRIVATE COST: The proposed rescission will not cost private enti-
ties more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed rescission with the State
Board of Pharmacy, Kevin Kinkade, Executive Director, PO Box 625,
Jefferson City, MO 65102, via facsimile to (573) 526-3464 or email
at pharmacy@mail.state.mo.us. To be considered, comments must be
received within thirty (30) days after publication of this notice in the
Missouri Register. No public hearing is scheduled.

Title 4—DEPARTMENT OF ECONOMIC
DEVELOPMENT
Division 220—State Board of Pharmacy
Chapter 2—General Rules

PROPOSED RULE
4 CSR 220-2.200 Sterile Pharmaceuticals

PURPOSE: This rule establishes standards for the preparation,
labeling and distribution of sterile pharmaceuticals by licensed phar-
macies, pursuant to a physician’s order or prescription.

(1) Definitions.

(A) Aseptic processing: The technique involving procedures
designed to preclude contamination of drugs, packaging, equipment,
or supplies by microorganisms during processing.

(B) Batch preparation: Compounding of multiple sterile product
units in a single discrete process, by the same individuals, carried out
during one (1) limited time period.

(C) Biological safety cabinet: Containment unit suitable for the
preparation of low to moderate risk agents where there is a need for

protection of the product, personnel and environment, according to
National Sanitation Foundation (NSF) standards.

(D) Class 100 environment: An atmospheric environment which
contains less than one hundred (100) particles 0.5 microns in diam-
eter per cubic foot of air, according to federal standards.

(E) Class 10,000 environment: An atmospheric environment
which contains less than ten thousand (10,000) particles 0.5 microns
in diameter per cubic foot of air, according to federal standards.

(F) Clean room: A room—

1. In which the concentration of airborne particles is controlled;

2. That is constructed and used in a manner to minimize the
introduction, generation, and retention of particles inside the room;
and

3. In which other relevant variables (e.g. temperature, humidi-
ty, and pressure) are controlled as necessary.

(G) Clean zone: Dedicated space—

1. In which the concentration of airborne particles is controlled;

2. That is constructed and used in a manner that minimizes the
introduction, generation, and retention of particles inside the zone;
and

3. In which other relevant variables (e.g. temperature, humidi-
ty, and pressure) are controlled as necessary.
This zone may be open or enclosed and may or may not be located
within a clean room.

(H) Compounding: For purposes of these regulations, compound-
ing simply means the mixing of ingredients to prepare a medication
for patient use. The activity would include dilution, admixture,
repackaging, reconstitution, and other manipulations of sterile prod-
ucts. Compounded sterile medications may include, but are not lim-
ited to injectables, parenteral nutrition solutions, irrigation solutions,
inhalation solutions, intravenous solutions and ophthalmic prepara-
tions.

(I) Controlled area: For purposes of these regulations, a controlled
area is the area designated for preparing sterile products. This is
referred to as the buffer zone (i.e. the clean room in which the lam-
inar airflow workbench is located) by the United States
Pharmacopoeia (USP).

(J) Critical area: Any area in the controlled area where products
or containers are exposed to the environment.

(K) Critical site: An opening providing a direct pathway between
a sterile product and the environment or any surface coming into
contact with the product or environment.

(L) Ceritical surface: Any surface that comes into contact with pre-
viously sterilized products or containers.

(M) Cytotoxic drugs: A pharmaceutical product that has the capa-
bility of direct toxic action on living tissue that can result in severe
leukopenia and thrombocytopenia, depression of the immune system
and the alteration of a host’s inflammatory response system.

(N) Expiration date: The date (and time, when applicable) beyond
which a product should not be used (i.e. the product should be dis-
carded beyond this date and time). Expiration date and time shall be
assigned on the basis of both stability and risk level, which ever is a
shorter period.

(O) High-Efficiency Particulate Air (HEPA) filter: A filter com-
posed of pleats of filter medium separated by rigid sheets of corru-
gated paper or aluminum foil that direct the flow of air forced
through the filter in a uniform parallel flow. HEPA filters remove
ninety-nine point ninety-seven percent (99.97 %) of all particles three
tenths (0.3) microns or larger. When HEPA filters are used as a com-
ponent of a horizontal- or vertical-laminar-airflow workbench, an
environment can be created consistent with standards for a class 100
clean room.

(P) Isolator (or barrier isolator): A closed system made up of four
(4) solid walls, an air-handling system, and transfer and interaction
devices. The walls are constructed so as to provide surfaces that are
cleanable with coving between wall junctures. The air-handling sys-
tem provides HEPA filtration of inlet air. Transfer of materials is
accomplished through air locks, glove rings, or ports. Transfers are
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designed to minimize the entry of contamination. Manipulations can
take place through either glove ports or half suits.

(Q) Parenteral: A sterile preparation of drugs for injection through
one (1) or more layers of skin.

(R) Process validation or simulation: Microbiological simulation
of an aseptic process with growth medium processed in a manner
similar to the processing of the product and with the same container
or closure system.

(S) Quality assurance: For purposes of these regulations, quality
assurance is the set of activities used to ensure that the processes
used in the preparation of sterile drug products lead to products that
meet predetermined standards of quality.

(T) Quality control: For the purposes of these regulations, quality
control is the set of testing activities used to determine that the
ingredients, components and final sterile products prepared meet pre-
determined requirements with respect to identity, purity, non-pyro-
genicity and sterility.

(U) Repackaging: The subdivision or transfer of a compounded
product from one container or device to a different container or
device.

(V) Sterile pharmaceutical: A dosage form free from living
microorganisms.

(W) Sterilization: A validated process used to render a product
free of viable organisms.

(X) Temperatures:

1. Frozen means temperatures between twenty below zero and
ten degrees Celsius (-20 and 10°C) (four below zero and fourteen
degrees Fahrenheit (-4 and 14°F)).

2. Refrigerated means temperatures between two and eight
degrees Celsius (2 and 8°C) (thirty-six and forty-six degrees
Fahrenheit (36 and 46°F)).

3. Room temperatures means room temperatures between fif-
teen and thirty degrees Celsius (15 and 30°C) (fifty-nine and eighty-
six degrees Fahrenheit (59 and 86°F)).

(Y) Validation: Documented evidence providing a high degree of
assurance that specific processes will consistently produce a product
meeting predetermined specifications and quality attributes.

(Z) Definitions of sterile compounded products by risk level:

1. Risk Level 1: Products that are sterile throughout the entire
compounding process and are stored at room temperatures and com-
pletely administered within twenty-eight (28) hours from prepara-
tion.

2. Risk Level 2: Products that are sterile throughout the entire
compounding process and are administered beyond twenty-eight (28)
hours after preparation and storage at room temperatures.

3. Risk Level 3: Products that are—

A. Compounded from non-sterile ingredients or with non-
sterile containers, or equipment before terminal sterilization; or

B. Prepared by combining multiple ingredients (sterile or
non-sterile) by using an open system transfer or open reservoir before
terminal sterilization.

(2) Policy and Procedure Manual.

(A) A manual, outlining policies and procedures for compounding
Risk Level 1, 2 and 3 products, shall be available for inspection at
the pharmacy. The manual shall be reviewed on an annual basis.

(3) Personnel Education, Training and Evaluation.

(A) Risk Level 1: All pharmacy personnel preparing sterile prod-
ucts must receive suitable didactic and experiential training.

(B) Risk Level 2: In addition to Risk Level 1 requirements, per-
sonnel training includes assessment of competency in all Risk Level
2 procedures via process simulation.

(C) Risk Level 3: In addition to Risk Level 1 and 2 requirements,
operators have specific education, training and experience to prepare
Risk Level 3 products. The pharmacist knows principles of good
compounding practice for risk level products, including—

1. Aseptic processing;

2. Quality assurance of environmental, component, and end
product testing;

3. Sterilization; and

4. Selection and use of containers, equipment, and closures.

(4) Storage and Handling in the Pharmacy.

(A) Risk Level 1 and 2: Solutions, drugs, supplies and equipment
must be stored according to manufacturer or USP requirements.
Refrigeration and freezer temperatures shall be documented daily.
Other storage areas shall be inspected regularly to ensure that tem-
perature and lighting meet requirements. Drugs and supplies shall be
shelved above the floor. Removal of products from boxes shall be
done outside controlled areas. Disposal of used supplies shall be
done at least daily. Product recall procedures must permit retrieving
affected products from specific involved patients.

(B) Risk Level 3: In addition to Risk Level 1 and 2 requirements,
procedures include procurement, identification, storage, handling,
testing, and recall of components and finished products. Finished but
untested products must be quarantined under minimal risk for cont-
amination or loss of identity in an identified quarantine area.

(5) Facilities and Equipment.

(A) Risk Level 1: The controlled area shall be separated from
other operations. The controlled area must be clean and well lit. A
sink with hot and cold water must be near, but not in, the controlled
area. The controlled area and inside equipment must be cleaned and
disinfected regularly. Sterile products must be prepared in a class
100 environment (the critical area). Computer entry, order process-
ing, label generation, and record keeping shall be performed outside
the critical area. The critical area must be disinfected prior to use. A
workbench shall be recertified every six (6) months and when it is
moved; prefilters must be visually inspected on a regularly scheduled
basis and replaced according to manufacturers specifications. Pumps
utilized in the compounding process shall be recalibrated and docu-
mented according to manufacturer procedures.

(B) Risk Level 2: In addition to all Risk Level 1 requirements, the
controlled area must meet class 10,000 clean room standards; clean-
ing supplies should be selected to meet clean room standards; criti-
cal area work surface must be cleaned between batches; floors should
be disinfected daily; equipment surfaces weekly; and walls monthly;
with applicable environmental monitoring of air and surfaces.
Automated compounding devices must be calibrated and verified as
to accuracy, according to manufacturer procedures.

(C) Risk Level 3: In addition to Risk Level 1 and 2 requirements,
products must be prepared in a class 100 workbench in a class
10,000 clean room, in a class 100 clean room or within a positive
pressure barrier isolator. Access to the clean room must be limited
to those preparing the products and who are in appropriate garb.
Equipment must be cleaned, prepared, sterilized, calibrated, and
documented according to manufacturers standards. Walls and ceilings
must be disinfected weekly. All non-sterile equipment that is to come
in contact with the sterilized final product must be sterilized before
introduction in the clean room. Appropriate cleaning and disinfection
of the environment and equipment are required.

(6) Apparel.

(A) Risk Level 1: In the controlled area, personnel shall wear low
particulate, clean clothing covers. Head and facial hair shall be cov-
ered.

(B) Risk Level 2: In addition to Risk Level 1 requirements, gloves,
gowns, and masks are required. During sterile preparation gloves shall
be rinsed frequently with a suitable agent and changed when integrity
is compromised.

(C) Risk Level 3: In addition to Risk Level 1 and 2 requirements,
clean room apparel must be worn inside the controlled area at all times
during the preparation of Risk Level 3 sterile products except when
positive pressure barrier isolation is utilized. Attire shall consist of a
low-shedding coverall, head cover, face mask, and shoe covers.
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(7) Aseptic Technique and Product Preparation.

(A) Risk Level 1: Sterile Products must be prepared in a class 100
environment. Personnel shall scrub their hands and forearms for an
appropriate period at the beginning of each aseptic compounding
process. Eating, drinking and smoking are prohibited in the con-
trolled area. Talking shall be minimized to reduce airborne particles.
Ingredients shall be determined to be stable, compatible, and appro-
priate for the product to be prepared, according to manufacturer,
USP, or scientific references. Ingredients and containers shall be
inspected for defects, expiration and integrity before use. Only mate-
rials essential for aseptic compounding shall be placed in the work-
bench. Surfaces of ampuls and vials shall be disinfected before place-
ment in the workbench. Sterile components shall be arranged in the
workbench to allow uninterrupted laminar airflow over critical sur-
faces of needles, vials, ampules, etc. Automated devices and equip-
ment shall be cleaned, disinfected and placed in the workbench to
enable laminar airflow. Aseptic technique shall be used to avoid
touch contamination of critical sites of containers and ingredients.
Particles shall be filtered from solutions. Needle cores shall be avoid-
ed. The pharmacist shall check before, during, and after preparation
to verify the identity and amount of ingredients before release.

(B) Risk Level 2: In addition to Risk Level 1 requirements, a file
containing formula, components, procedures, sample label, final
evaluation, and testing shall be made for each product batch. A sep-
arate work sheet and lot number for each batch shall be completed.
When combining multiple sterile products, a second verification of
calculations shall take place. The pharmacist shall verify data entered
into any automatic compounder before processing and check the end
product for accuracy.

(C) Risk Level 3: In addition to Risk Level 1 and 2 requirements,
nonsterile components must meet USP standards for identity, purity,
and endotoxin levels, as verified by a pharmacist. Batch preparation
files shall also include comparisons of actual with anticipated yields,
sterilization methods, and quarantine specifications. Presterilized
containers shall be used when feasible. Final containers must be ster-
ile and capable of maintaining product integrity throughout the shelf
life. Sterilization methods must be based on properties of the prod-
uct.

(8) Process Validation.

(A) Risk Level 1: All pharmacy personnel who prepare sterile
products shall pass a process validation of aseptic technique before
compounding sterile products. Pharmacy personnel competency must
be reevaluated by process validation at least annually, whenever the
quality assurance program yields an unacceptable result, or whenev-
er unacceptable techniques are observed. If microbial growth is
detected, the entire sterile process must be evaluated, corrective
action taken, and the process simulation test performed again.

(B) Risk Level 2: In addition to Risk Level 1 requirements,
process simulation procedures shall cover all types of manipulations,
products and batch sizes.

(C) Risk Level 3: In addition to all Risk Level 1 and 2 require-
ments, written policies shall be maintained to validate all processes,
procedures, components, equipment and techniques.

(9) Record Keeping.

(A) Risk Level 1: The following must be documented:

1. Training and competency evaluation of pharmacy personnel
involved in sterile product preparation;

2. Refrigerator and freezer temperature logs;

3. Certification of workbenches;

4. Copies of any manufacturer standards that are relied upon to
maintain compliance with this rule; and

5. Other facility quality control logs as appropriate.

(B) Risk Level 2: In addition to Risk Level 1 requirements,
records of any end-product testing and batch preparation records
must be maintained.

(C) Risk Level 3: In addition to Risk Level 1 and 2 requirements,

record requirements for Risk Level 3 products must include:

1. Preparation work sheet;

2. Sterilization records, if applicable:

3. Quarantine records, if applicable;

4. End-product evaluation and testing records; and

5. Ingredient validation records.

(D) All records and reports shall be maintained for two (2) years

and shall be readily retrievable, subject to inspections by the board
of pharmacy or its agents.

(10) Labeling.

(A) Risk Level 1: Sterile products dispensed to patients shall be
labeled in accordance with section 338.059, RSMo and with the fol-
lowing supplemental information affixed to a permanent label:

1. Expiration date (and time when applicable);

2. Storage requirements;

3. Any device specific instructions; and

4. Auxiliary labels, when applicable.
(B) Risk Level 2: All requirements for Risk Level 1 must be met.
(C) Risk Level 3: All requirements for Risk Level 1 must be met.

(11) Expiration Dating.

(A) Risk Level 1: All sterile products must bear an appropriate
expiration date. Expiration dates are assigned based on current drug
stability information and sterility considerations.

(B) Risk Level 2: All requirements for Risk Level 1 must be met.

(O) Risk Level 3: In addition to all Risk Level 1 requirements,
there must be a reliable method for establishing all expiration dates,
including laboratory testing of product stability, pyrogenicity, partic-
ulate contamination and potency. Expiration dating not specifically
referenced in the product’s approved labeling or not established by
product specific instrumental analysis, shall be limited to thirty (30)
days.

(12) End-Product Evaluation.

(A) Risk Level 1: The final product must be inspected for con-
tainer leaks, integrity, solution cloudiness or phase separation, par-
ticulates in solution, appropriate solution color, and solution volume.
The pharmacist must verify that the product was compounded accu-
rately as to the ingredients, quantities, containers, and reservoirs.
Background light or other means for the visual inspection of prod-
ucts for any particulate and/or foreign matter must be used as part of
the inspection process.

(B) Risk Level 2: All Risk level 1 requirements must be met.

(C) Risk Level 3: In addition to all Risk Level 1 requirements, the
process validation procedure shall be supplemented with a program
of end product sterility testing according to a formal sampling plan.
Samples shall be statistically adequate to reasonably ensure that
batches are sterile. A method for recalling batch products shall be
established if end product testing yields unacceptable results. Each
sterile preparation or batch must be tested for sterility, pyrogenicity,
and potency. Sterile products compounded from non-sterile compo-
nents must be quarantined pending results of end product testing.

1. Sterility Testing: Sampling for the sterility test shall occur
promptly upon the completion of preparation. The sterility test,
including the sampling scheme, shall be conducted according to one
(1) of the USP methods.

2. Pyrogen/Endotoxin Testing: Each sterile product prepared
from non-sterile drug components or from an intermediate com-
pound from a non-sterile component shall be tested for pyrogen or
endotoxin according to recommended USP methods.

3. Potency: The pharmacy shall have a procedure for a pre-release
check of the potency of the active ingredients in the compounded ster-
ile product prepared from non-sterile bulk active ingredients. The pro-
cedure shall include at least the following verifications by a pharma-
cist:

A. The lot of the active ingredients used for compounding have
the necessary identity, potency, purity and other relevant qualities;
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B. All weighings, volumetric measurements, and additions of
ingredients were carried out properly;

C. The compounding or control records include documenta-
tion that the fill volumes of all units available for release were
checked and were correct; and

D. The final potency is confirmed by instrumental analysis.

(D) Emergency Dispensing of a Risk Level 3 Sterile Product:
When a compounded non-sterile to sterile product must be released
prior to the completion of the sterility, pyrogenicity, particulate and
potency test results, the sterile product may be conditionally
released. The quantity of sterile product shall be limited to a quanti-
ty of product to meet the needs of the patient until all sterility and
pyrogenicity tests are known.

(13) Handling Sterile Products Outside the Pharmacy.

(A) Risk Level 1: The pharmacist-in-charge shall assure the envi-
ronmental control of all sterile compounded products shipped. Sterile
products shall be transported so as to be protected from excesses of
temperatures and light within temperature-controlled delivery con-
tainers (as defined by USP standards). The pharmacy shall follow
written procedures that specify packing techniques, configuration,
and materials for groups of products with common storage charac-
teristics and for specific products where unique storage conditions
are required to retain adequate stability and product quality.

(B) Risk Level 2: All requirements for Risk Level 1 must be met.

(C) Risk Level 3: All requirements for Risk Level 1 must be met.

(14) Cytotoxic Drugs.

(A) The following additional requirements are necessary for those
licensed pharmacies that prepare cytotoxic drugs to insure the pro-
tection of the personnel involved:

1. Cytotoxic drugs shall be compounded in a vertical flow,
Class II biological safety cabinet. If used for other products, the cab-
inet must be thoroughly cleaned;

2. Protective apparel shall be worn by personnel compound-
ing cytotoxic drugs which shall include disposable masks, gloves and
gowns with tight cuffs;

3. Appropriate safety and containment techniques for com-
pounding cytotoxic drugs shall be used in conjunction with the asep-
tic techniques required for preparing sterile products;

4. Appropriate disposal containers for used needles, syringes,
and if applicable, cytotoxic waste from the preparation of chemother-
apy agents and infectious waste from patients’ homes. Disposal of
cytotoxic waste shall comply with all applicable local, state and fed-
eral requirements;

5. Written procedures for handling major and minor spills
and generated waste of cytotoxic agents must be developed and must
be included in the policy and procedure manual;

6. Prepared doses of cytotoxic drugs must be labeled with
proper precautions inside and outside, and shipped in a manner to
minimize the risk of accidental rupture of the primary container.

(15) Exemption: Pharmacists and pharmacies where sterile com-
pounding is provided may be exempt from this rule when com-
pounding is restricted to utilizing compounds or products that are
contained only in a closed or sealed system and can be transferred or
compounded within this self contained system or topical products
that require further transfer or combination in order to achieve a fin-
ished product without further modification of the product.

(16) In addition to the requirements outlined in this rule, all stan-
dards and requirements as outlined in 4 CSR 220-2.400 must be
maintained.

AUTHORITY: sections 338.010, 338.140, 338.240 and 338.280,
RSMo 2000. Original rule filed May 4, 1992, effective Feb. 26, 1993.
Amended: Filed Oct. 28, 1994, effective May 28, 1995. Rescinded
and readopted: Filed Dec. 3, 2002.

PUBLIC COST: This proposed rule will cost the State Board of
Pharmacy an estimated twelve thousand five hundred ninety-seven
dollars ($12,597) annually for the life of the rule. It is anticipated
that the cost will recur annually for the life of the rule, may vary with
inflation and is expected to increase annually at the rate projected by
the Legislative Oversight Committee. A detailed fiscal note, which
estimates the cost of compliance with this rule, has been filed with
the Secretary of State.

PRIVATE COST: This proposed rule will cost private entities an esti-
mated $1,351,600 during the first year of implementation of the rule
and an estimated $3,322,500 annually for the life of the rule. It is
anticipated that the total cost will recur annually for the life of the
rule, may vary with inflation and is expected to increase annually at
the rate projected by the Legislative Oversight Committee. A detailed
fiscal note, which estimates the cost of compliance with this rule, has
been filed with the Secretary of State.

NOTICE OF PUBLIC HEARING AND NOTICE TO SUBMIT COM-
MENTS: Anyone may file a statement in support of or in opposition to
this proposed rule with the State Board of Pharmacy, Kevin Kinkade,
Executive Director, PO Box 625, Jefferson City, MO 65102, via fac-
simile to (573) 526-3464 or email at pharmacy@mail.state.mo.us. To
be considered, comments must be received within thirty (30) days after
publication of this notice in the Missouri Register. A public hearing is
scheduled for 5:00 p.m., Tuesday, February 4, 2003 at the Holiday Inn
Select, 2200 I-70 Drive SW, Columbia, Missouri.
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FISCAL NOTE
PUBLIC ENTITY COST
I. RULE NUMBER

Title: 4 - Department of Economic Development

Division: 30 — State Board of Pharmacy

Chapter: 2 -- General Rules

Type of Rulemaking: Propoesed Rule

Rule Number and Name: 4 CSR 220-2.200 Sterile Pharmaceuticals

Prepared October 22, 2002 by the State Beard of Pharmacy

1. SUMMARY OF FISCAL IMPACT
Affected Agency or Political Subdivision Estimated Annual Cost of Compliance
State Board of Pharmacy §726.00
{inspection of 29 Risk Level | Pharmacies)
State Board of Pharmacy $3,055.00
{(inspection of 61 Risk Level 2 & 3 Pharmacies}
State Board of Pharmacy $2.,016.00
(Inspector Training)
State Board of Pharmacy $200.00
(Training Video)
State Board of Pharmacy $6.,000.00
{Purchase of Refractometers)
State Board of Pharmacy $600.
{unknown costs estimates at $100 per inspector)
Total Annual Cost for $12,597.00

the Life of the Rule

WORKSHEET
Inspector time to inspeet:
Risk Level 1 — 26 Pharmacies
1 extra hour x $25.04 per hour (average Inspector Salary)

x 29 pharmacies = § 726.16 (cents rounded off) $  726.00
Risk Level 2 & 3 — 61 Pharmacics
2 extra hours x $25.04 x 61 pharmacics = $3,054.88 (cents rounded up}) $ 3,055.00
‘Training for Inspectors

Seminar Cost (est) $200.00

1 Night Hotel (est) S 90.00 (5t. Louts CONUS)

Meals 1 day (est) 5 46.00 (St. Louis CONUS)

Total $ 336.00 x 6 inspectors = $2,016.00
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Purchasc of Training Videos 1 set to be shared (est) $ 200.00
Purchase of Refractometers estimated. at $1,000 x 6 — $ 6,000.00
Unknown costs estimated at $100 per inspector — S 600.00
ASSUMPTIONS:

1. It will take an inspector approximately | extra hour of inspection time to inspect Risk Level 1 and 2 pharmacies
providing sterile pharmaceutical products.

2. It will tuke an inspector approximately 1-2 extra hours of inspection time to inspect Risk Level 3 pharmacies
previding sterile pharmaceutical products. This is the level where all non-sterile to sterile compounding of
products will occur and will require the extra time for the inspector to inspect.

3. Bascd on the table in Assumption | of the Private Entity Fiscal Note, the breakdown of Risk Level 1 and 2
{combined) and Risk Level 3 was used to calculate the number of pharmacies that will require extra inspection
limme.

4. It is anticipated that the total annual cost will recur each year for the life of the rule, may vary with inflation and
are expected to increase annually at the rate projected by the Legislative Oversight Committee.
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[. RULE NUMBER

FISCAL NOTE
PRIVATE ENTITY COST

Title: 4 — Department of Economic Development
Division: 30 — State Board of Pharmacy
Chapter: 2 — General Rules

Type of Rulemaking:

Proposed Rule

Rule Number and Name:

4 CSR 220-2.200 Sterile Pharmaceuticals

Preparcd October 22, 2002 by the State Board of Pharmacy
II. SUMMARY OF FISCAL IMPACT

First Year of Implementation

Estimate of the number of
entities by class which would
likely be affected by the adoption
of the proposed rule:

Classification by types of the
business entities which would likely
be affected:

Estimate annual cost of
compliance with the rule by the
affected entities:

8 Class C: Long Term Care Pharmacies
(barrier isolator - $8,950)
8 Class C: Long Term Care Pharmacies $32,000.00
(air conditioning, lighting, etc - $4,000
39 Pharmacies {construction of clean S1,248.000.00

room - $32,000)

Annual Costs

Total Cost Incurred During First
Year of Implementation of the Rule

$1,351,600.00

Estimate of the numhber of
entities by class which would
likely be affected by the adoption
of the proposed rule:

Classification by types of the
business entities which would likely
be affected:

Estimate annual cost of
compliance with the rule by the
affected entities:

61 Pharmacies (apparel/clothing - $250 $183,000.00
per pharmacy c¢ach month)
15 Pharmacies (testing of batches - 260 53,139,500.00

batches per pharmacy per year x $850
per batch)

Total Annual Cost
for the Life of the Rule

$3,322,500.00
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WORKSHEET:
1. Apparel/Clothing: Estimated at 8250 per month per pharmacy. The cost will be dependent on the number of

individuals employed by the pharmacy.
$250 x 6] Pharmacies x 12 months = $ 183,000.00

2. Testing: A batch is defined as one mixture or lot of one product. A batch can cffectively be one (1) dose of a
medication or it could consist of a large number of multiple doses of one product. Each batch must be tested for
sterility, potency and pyrogenicity. The costs of testing will be determined by the numbcr of batches prepared
by a pharmacy. In many instances, 1 set of tests can be done.  The Board of Pharmacy has no accurate method
to measure the exact number of batches prepared in pharmacies. The number will be determined by the volume
of compounding done in a pharmacy.

For the purposes of this fiscal note, it is estimated that an average sterile compounding pharmacy would prepare
1 batch per day.

Costs are:

Sterility Testing, per Batch S175

Potency Testing, $300 per active ingredient

x 2 average active ingredients $600

Pyrogenicity Testing (per batch)  $30...... Total per batch $805.00

1 Batch per day x 5 days x 52 weeks — 260 batches
260 batches x 15 pharmacies = 3,900 batches
3,900 batches x $8035 per batch - $ 3,139,500.00

Class C: Long Term Care Pharmacies classified as a Risk levels 2 and 3 may require the use of a barrier
isolator. It is estimated that 30% of the 29 total Class C: Long Term Care pharmacies already comply with this
rule and can be taken out of this equation. (29-14 = 15 pharmacies) This results in the estimated number of
pharmacies affected to be 15 pharmacics. It is estimated that 30% of these 15 pharmacies may choose to
purchase a barrier isolator in order to comply with new environmental standards. This would be 7.5 pharmacies,
rounded to § pharmacics. The board estimates that each barrier isolator will cost appreximately $8,950.

L]

8 Class C: Long Term Care Pharmacics x $8,950 = $ 71.600.00

Estimated additional costs for air conditioning, lighting, etc
$4,000 x 8 Pharmacies — 8 32,000.00

4. The following classes of pharmacics which are Risk Level 2 and 3, will be required to maintain a clean room if
a barrier isolator is deemed insufficient for compeunding needs:
] Class B: Hospital/Outpatient

7 Class C: Long Term Care Pharmacies
23 Class [J: Home Health

8 Class H: Sterile Product Compounding
39

A reasonable sized clean room is 8 x 10 x 10", The board estimates the current cost to be $40.00 per cubic
foot. 8 x 10" x 10° x $40.00 - $32.000.00

39 pharmacies x $32.000 - $£1.248.000.00
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ASSUMPTIONS:

1.

Pharmacies must maintain compliance with the class of pharmacy which they will practice, both when they
complete a new application and when the renewal is submitted. Pharmacies may also complete a form to add to
or delete classifications from their license at any time. The statistics used in this fiscal note are taken from the

PROMO licensing system and is based on information provided to the Board by pharmacics.

Type of Pharmacy " Total Percent that | Number that will Risk level Inspector
Number will Provide Provide Sterile Breakdown
Sterile Products Risk Level
Products 1 2&3
Class B: Hospital 1| 100% 1 1 —RL 2/3 1
I Qutpatient + Class D
. Home Health !
Class C: Long Term 231 | 25% 5775 rounded to | 29 —RIL1 29
Care + C combinations 58 29 _RL2and3 29
[ Class D: Home Health 31 [ 75% |23 23 —RL2and3 23
+ = D Combinations
. Class H: Sterile Product 8 1 100% 8 8 —RI[ 2 and 3 K
Compounding — H
combinations
90 6l

2. There are categeries of Risk Level 1, 2 and 3 in the field of sterile product compounding.

A. Risk Level 1 : Products that are sterile throughout the entire compounding process and are stored at room
temperatures and completely administered within 28 hours frem preparation,

B. Risk Level 2: Products that are sterile throughout the entire compounding process and are administered
beyond 28 hours after preparation and storage at room temperatures.

C. Risk Level 3: Products that are (1) compounded from nen-sterile ingredients or with non-sterile containers,
or equipment before terminal sterilization or {2) prepared by combining multiple ingredients (sterile or non-
sterile) by using an open system transfcr or open reservoir before terminal sterilization

It is estimated that 50% of Class C: Long Term Care Pharmacies will be at Risk Level | and 50% will be at
Risk Levels 2-3.

1t is estimated that 75% of Class D: Home Health and 100% of Class 11 Sterile Product Pharmacies will be at
Risk Levels 2 and 3.

Risk Level | pharmacies that prepare LV's currently will already have the equipment required and are in
compliance with the existing regulation.

These estimates are based on the fact that a licensec has the option to select the types of products that sthe
chooses to compound. The licensee may choose to operate at a specitic risk level, depending on histher choice
on issues such as expiration dating, i.e., the shorter expiration date on a product requires that the pharmacy
operate as a Risk Level 1.

It is estimated that a total of 61 pharmacics could be affected by this rule. It is further estimated that 25% of
these 61 pharmacics which is equal to 15 pharmacies, are involved in sterile product compounding which
includes non-sterile to sterile product compounding.
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3. There is a great variance in the type of products involved in sterile product compounding, including but not
limited to, antibiotics, parenteral nutrition products, chemotherapy and pain management medications. There is
also a wide range of scenarios and it is virtually impossible to determine an “average™ per pharmacy.

4. Sterile 1o sterile compounding does not require additional testing above present regulatory requirements. Non-
sterile to sterile compounding does require testing. Since no average can be calculated and the size of a batch
can be vinually any size and given that the majority of pharmacies directly affected by the requirement are
small or part-time compounders. A reasonable estimate for batch testing is set at one (1) batch per day per 5

day work week.

5. It is anticipated that the total annual cost will recur each year for the life of the rule, may vary with inflation and
are expected to increase annually at the rate projected by the Legislative Oversight Committee.
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Title 4—DEPARTMENT OF ECONOMIC
DEVELOPMENT
Division 220—State Board of Pharmacy
Chapter 2—General Rules

PROPOSED AMENDMENT

4 CSR 220-2.400 Compounding Standards of Practice. The board
is amending sections (1), (2) and (5)-(8) and adding new sections

(6)-(®).

PURPOSE: The purpose of this amendment is to further define com-
pounding and provide for more stringent guidelines for compounded
products to assure public health and safety.

(1) Compounding is defined as the preparation, incorporation, mix-
ing /or assembling,] and packaging or labeling of a drug or device
as the result of a prescriber’s prescription or drug order or initiative
based on the prescriber/patient/pharmacist relationship in the course
of professional practice. Compounding may also be defined as the
preparation, incorporation, mixing /or assembling,] and packaging
or labeling of a drug or device, for the purpose of, or as an incident
to, research, teaching or chemical analysis and not for sale or dis-
pensing purposes.

(2) Manufacturing is defined as the production, preparation, propa-
gation, conversion, or processing of a drug or device, either direct-
ly or indirectly, by extraction from substances of natural origin or
independently by means of chemical or biological synthesis, and
includes any packaging or repackaging of the substance(s) or label-
ing or relabeling of its container, and the promotion and marketing
of such drugs or devices. Manufacturing also includes the prepara-
tion and promotion of /commercially available] compounded
products /from bulk compounds] for [resale by] distribution to
other pharmacies, practitioners or other persons.

(5) Appropriate quality control measures shall be maintained by the
pharmacy and its staff over compounding methods.

(A) Such methods shall include the following and shall be followed
in the execution of the drug compounding process. A separate log
shall be maintained which includes:

1. Methods for the compounding of drug products to insure that
the finished products have the identity, strength, quality and purity
they purport or are represented to possess;

2. Date of compounding;

3. Identity of the compounding pharmacist;

[4. Description of the compounding process; and

5. For the purpose of compounding in quantities larger
than required for immediate dispensing by a prescriber or for
future dispensing upon prescription, a pharmacy shall main-
tain records that also include, but are not limited to:

A. A listing of the drug products/ingredients, their
amounts by weight or volume;

B. The order of drug product/ingredient addition, if
necessary for proper compounding; and

C. The identity of the source, lot number and the expi-
ration date of each drug product/ingredient, as well as an in-
house lot number.]

5. A listing of the drug products/ingredients, their amounts
by weight or volume;

6. Description of the compounding process and the order of
drug product/ingredient addition, if necessary for proper com-
pounding;

7. The identity of the source, lot number and the expiration
date of each drug product/ingredient, as well as an in-house lot
number and an expiration date for bulk compounded products;
and

8. An identifying prescription number or a readily retriev-
able unique identifier.

(C) [In the case where a quantity of a compounded drug
product in excess of that to be initially dispensed is pre-
pared, the excess product shall be labeled or documentation
referenced with the complete list of drug products/ingredi-
ents and the preparation date. 1.] Pharmacists may compound
drugs in limited quantities prior to receiving a valid prescription
based on a history of receiving valid prescriptions that have been
generated solely with an established pharmacist/patient/prescriber
relationship.

1. The compounding of drug products in anticipation of receiv-
ing prescriptions without an appropriate history of such prescriptions
on file or a documented need, shall be considered manufacturing
instead of compounding of the drug(s) involved. Limited quantities,
for purposes of this rule, are further defined as an amount of batched
product that represents a three (3)-month supply.

2. Creams, ointments, lotions, liniments or other compounded
products intended for external use may be batched in the same man-
ner as provided for in paragraph (5)(C)1. of this rule that represents
a one (1)-year supply.

[3. In the event that any excess of a compounded prod-
uct should require an expiration date that is less than three
(3) months, the appropriate date should be placed on the
container label of the excess product or documentation ref-
erenced with the expiration date noted.]

(D) Any excess compounded products shall be stored and account-
ed for under conditions dictated by its composition and stability char-
acteristics to insure its strength, quality and purity. Excess product
shall be labeled with the name of the drug(s), an in-house lot
number and an expiration date.

(E) Records as outlined in this /section] rule shall be retained and
made readily retrievable for inspection for two (2) years from the
date of compounding.

(F) The actual name of each active or therapeutic ingredient
contained in a compound shall be listed on the label of any prod-
uct provided to a consumer.

(6) Management of Compounding.

(A) A pharmacist dispensing any compounded drug is respon-
sible for ensuring that the product has been prepared, labeled,
controlled, stored, dispensed and distributed properly. These
responsibilities apply equally to commercially available products
that are dispensed to patients without compounding or other
manipulation and to products that have been repackaged, dilut-
ed, blended, mixed or otherwise manipulated in any way prior to
dispensing. The pharmacist is responsible for ensuring that qual-
ity is built into the preparation of products, with key factors
including at least the following general principles:

1. Personnel are capable and qualified to perform their
assigned duties;

2. Ingredients used in compounding have their expected
identity, quality and purity. Drug components must meet com-
pendial standards. This may be established by maintaining a cer-
tificate of analysis when bulk drug substances are involved.
Visual inspection of bulk drug substances must be performed on
a routine basis;

3. There is assurance that processes are always carried out
as intended or specified;

4. Preparation conditions and procedures are adequate for
preventing mix-ups or other errors;

5. There is adequate separation of quality control functions
and decisions from those of production; and

6. All finished products, as a condition of release, must be
individually inspected for evidence of visible particulates or other
foreign matter and for container-closure integrity and any other
apparent visual defects.
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(B) The pharmacy is responsible for developing a drug moni-
toring system for compounded products. The outcome monitor-
ing system shall provide readily retrievable information suitable
for the evaluation of the quality of pharmaceutical services. This
shall include but not be limited to infection rates, incidence of
adverse drug reactions, incidence of recalls and complaints from
prescribers or clients. In the case of a recall or complaint, the
pharmacy shall document the nature of the recall, identity of any
patients involved, the problem identified and any corrective
action taken to assure public health and safety.

(7) Compounding of drug products that are commercially avail-
able in the marketplace or that are essentially copies of commer-
cially available Federal Drug Administration (FDA) approved
drug products is prohibited. In certain circumstances, it may be
appropriate for a pharmacist to compound a small quantity of a
drug that is only slightly different than an FDA-approved drug
that is commercially available. In such a case, there shall be suf-
ficient documentation within the prescription record of the phar-
macy of the specific medical need for the particular variation of
the compound for the particular patient.

(8) Any alteration, change or modification to the contents of a
commercially manufactured over-the-counter product shall
require a prescription or prescription order from an authorized
prescriber.

[(6)] (9) Any person shown at any time, either by medical examina-
tion or pharmacist determination, to have an apparent illness or open
lesion(s) that may adversely affect the safety or quality of a drug
product being compounded shall be excluded from direct contact
with drug products/ingredients, drug product containers, container
closures and in-process materials, until the condition is corrected or
determined by competent medical personnel not to jeopardize the
safety or quality of the products being compounded.

[(7)] (10) In accordance with federal law, pharmacists shall not offer
compounded drug products to other pharmacies, practitioners or
commercial entities for subsequent resale/,/ or administration,
except in the course of professional practice for a prescriber to
administer to an individual patient by prescription. A pharmacist or
pharmacy may advertise or otherwise provide information concern-
ing the provision of compounding services; however, no pharmacist
or pharmacy shall attempt to solicit business by making specific
claims about compounded products.

[(8)] (11) In addition to the requirements outlined in this rule, all
standards and requirements as outlined in 4 CSR 220-2.200 Sterile
Pharmaceuticals must be adhered to whenever compounding involves
the need for aseptic procedures or requires the use of or results in an
intended sterile pharmaceutical product.

AUTHORITY: sections 338.010, 338.140, 338.240 and 338.280,
RSMo [1994] 2000. Original rule filed Aug. 25, 1995, effective
April 30, 1996. Amended: Filed Dec. 3, 2002.

PUBLIC COST: The proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: The proposed amendment will not cost private enti-
ties more than five hundred dollars ($3500) in the aggregate.

NOTICE OF PUBLIC HEARING AND NOTICE TO SUBMIT COM-
MENTS: Anyone may file a statement in support of or in opposition
to this proposed amendment with the State Board of Pharmacy,
Kevin Kinkade, Executive Director, PO Box 625, Jefferson City, MO
65102, via facsimile to (573) 526-3464 or e-mail at
pharmacy@mail.state.mo.us. To be considered, comments must be

received within thirty (30) days after publication of this notice in the
Missouri Register. A public hearing is scheduled for 5:00 p.m.,
Tuesday, February 4, 2003 at the Holiday Inn Select, 2200 I-70 Drive
SW, Columbia, Missouri.

Title 4—DEPARTMENT OF ECONOMIC
DEVELOPMENT
Division 220—State Board of Pharmacy
Chapter 2—General Rules

PROPOSED AMENDMENT

4 CSR 220-2.650 Standards of Operation for a Class J: Shared
Services Pharmacy. The board is proposing to delete section (2).

PURPOSE: This rule is being amended to be consistent with the
changes proposed in the board’s rule 4 CSR 220-2.200.

[(2) Pharmacies that participate in shared services are here-
by exempt from the provisions of 4 CSR 220-2.200 Sterile
Pharmaceuticals, subsection (4)(D) regarding the delivery of
such products directly to the patient.]

AUTHORITY: sections 338.140, 338.240, and 338.280, RSMo 2000
and 338.210 and 338.220, RSMo Supp. 2001. Original rule filed Nov.
30, 2001, effective June 30, 2002. Amended: Filed Dec. 3, 2002.

PUBLIC COST: The proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars (3500)
in the aggregate.

PRIVATE COST: The proposed amendment will not cost private enti-
ties more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the State
Board of Pharmacy, Kevin Kinkade, Executive Director, PO Box 625,
Jefferson City, MO 65102, via facsimile to (573) 526-3464 or e-mail
at pharmacy@mail. state.mo.us. To be considered, comments must be
received within thirty (30) days after publication of this notice in the
Missouri Register. No public hearing is scheduled.

Title 7—DEPARTMENT OF TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 10—Contractor Performance Rating to
Determine Responsibility

PROPOSED AMENDMENT

7 CSR 10-10.010 Definitions. The commission is adding new defi-
nitions at sections (1) and (16) and is amending previously numbered
sections (1), (2), (5), (6), (7), (15), (17), (20), and (21).

PURPOSE: This amendment includes definitions of additional terms
used in this chapter and provides for deleting and/or clarifying other
definitions.

(1) Active project. Any contract of which final acceptance has not
been made.

[(1)] (2) Affiliate. /A person, firm or corporation is an affili-
ate of another person, firm or corporation] Persons are affil-
iates of each other if, directly or indirectly, either one controls or
has the power to control the other/,/; or a third person/s or a firm]
controls or has the power to control both. /Examples] Indicia of
control include, but are not limited to: interlocking management or
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ownership, identity /or/ of interests among family members, shared
facilities /or/ and equipment, /or] common use of employees, or a
business entity organized following the suspension, debarment,
or disqualification of a person which has the same or similar
management, ownership or principal employees as the suspend-
ed, debarred, or disqualified person.

[(2)] (3) Bidder. Any individual, partnership, corporation or /any
person or firm participating as part of aj joint venture /in] sub-
mitting a /proposal] bid to /[the commission to perform the
work contemplated] supply goods or to perform the work con-
templated.

[(3)] (4) Chief engineer. The chief engineer of the Missouri
Department of Transportation.

[(4)] (5) Commission. The Missouri Highways and Transportation
Commission.

[(5)] (6) Construction and materials. The functional unit within the
department which is responsible for administering all construction
contracts awarded by the commission.

[(6)] (7) Contractor. [The individual proprietorship, partner-
ship, limited partnership, corporation, limited liability com-
pany, limited liability partnership, limited liability corporation
or firm of whatever organizational form participating in a
joint venture, undertaking performance of the work under
the terms of a contract with the commission and acting
directly or through his/her/its agents, employees or subcon-
tractors.] Any individual or any legal entity including its officers
and directors, that submits bids or proposals for or is awarded or
may reasonably be expected to submit bids or proposals for or be
awarded a commission contract. This definition includes any
subcontractor that conducts business with the commission or
department as an agent or representative of a contractor and any
individual or legal entity that conducts business with the depart-
ment as an agent or representative of a contractor.

[(7)] (8) Contractor performance review committee consists of the
following: director of operations, chairperson; director of project
development; state design engineer; state construction and materi-
als engineer; state bridge engineer; or an authorized representative
acting on behalf of any one of them.

[(8)] (9) Contractor representative. A general partner, officer of a
corporation or other proper term depending on the company or orga-
nization, as one having authority of position, stated in writing.

[(9)] (10) Department. The Missouri Department of Transportation
(MoDOT).

[(10)] (11) District. One (1) of ten (10) geographic regions of
Missouri established for administrative purposes within the depart-
ment.

[(77)] (12) District engineer. The engineer in charge of a district.

[(712)] (13) Mean. The sum of all of the individual contractor’s rat-
ings divided by the total number of ratings.

[(13)] (14) Nonresponsible contractor. A contractor determined by
the commission to lack one (1) or more of the qualities associated
with a responsible bidder or responsible contractor.

[(74)] (15) Notice of rating. Notice of the rating by the resident engi-
neer in a contractor performance questionnaire or of the annual rat-
ing shall be sent by mailing a copy of the contractor performance
questionnaire or of a writing containing the annual rating to the con-

tractor at the contractor’s address contained in its most recent con-
tractor questionnaire required by the Missouri Standard
Specifications for Highway Construction. The department will keep
a written record of the persons to whom such notices of ratings were
sent and of the address and date they were sent for a period of at least
ten (10) years in the case of the contractor performance questionnaire
and at least ten (10) years in the case of the notice of the annual rat-
ing, which record shall prove the mailing of the notice of rating.
Further, it shall be presumed that a notice of rating sent by mail was
received by the contractor on the second day, which is not a Sunday
or holiday, after the day the written record states it was sent except-
ing only if a different date is shown by a delivery receipt of the
United States Postal Service.

(16) Person. Any individual, corporation, partnership, associa-
tion, unit of government or legal entity, however organized.

[(15)] (17) Principal. [A person is a principal of a firm if s/he
is an officer, director, owner, partner or other person with
that firm who has primary management, supervisory or bid-
ding duties or authority.] Officer, director, owner, partner, key
employee, or other person within an organization with primary
management or supervisory responsibilities; or a person who has
critical influence on or substantive control over a transaction,
whether or not employed by the participant.

[(16)] (18) Resident engineer. The individual employed by the
department and assigned to a district, holding that title, who is the
department’s representative assigned the immediate control and
administration of a commission project awarded by contract to a con-
tractor for construction. Whenever appropriate, it also refers to
his/her designated representative.

[(77)] (19) Responsible bidder or responsible contractor. /A con-
tractor, or any contractor or firm which participates collec-
tively in a joint venture, which is capable financially, skilled
and has sufficient integrity, experience and resources of all
kinds, to promptly complete a project awarded, to provide a
satisfactory quality of work, in compliance with the con-
tract, in cooperation with the department and others, and in
a safe manner.] A person who has the capability in all respects
to perform fully the contract requirements, and the integrity and
reliability which will assure good faith performance.

[(18)] (20) Sample. A statistical subset of the total number of con-
tractors doing work for MoDOT during the rated year.

[(79)] (21) Specialty contractors. Those contractors who have per-
formed eighty-five percent (85%) or more of their work in one spec-
ification area as set forth in Divisions 200-900 in the Missouri
Standard Specifications for Highway Construction.

[(20)] (22) Standard deviation. The square root of the average of the
squared difference between the individual ratings and their mean.

[(217)] (23) State construction and materials engineer. The regis-
tered professional engineer in charge of /the/ construction /unit]
and materials administration within the department.

[(22)] (24) Subcontractor. Any individual, partnership, corporation
or a person or firm participating as part of a joint venture, to whom
the contractor sublets any part of the work under a commission con-
tract.

[(23)] (25) Successor. A person, firm or corporation is a successor
to another if it is a business entity organized following the disquali-
fication of the other, and it has the same or similar management,
ownership or principal employees as the disqualified person, firm or
corporation.
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[(24)] (26) Weighted average. The weighted average is the sum of a
sample lot’s adjusted individual ratings. The adjustment factor is ($
volume of sample)/($ volume of sample lot total).

AUTHORITY: sections 226.020, 226.130, 227.030, RSMo 2000 and
227.100 RSMo Supp. 2002. Original rule filed Dec. 31, 1990, effec-
tive July 8, 1991. Emergency amendment filed Nov. 20, 1997, effec-
tive Jan. 1, 1998, expired June 29, 1998. Amended: Filed Nov. 20,
1997, effective May 30, 1998. Emergency amendment filed Nov. 9,
1999, effective Nov. 19, 1999, expired May 16, 2000. Amended:
Filed Nov. 9, 1999, effective May 30, 2000. Emergency amendment
filed Dec. 1, 2000, effective Jan. 1, 2001, expired June 29, 200I.
Amended: Filed Dec. 1, 2000, effective May 30, 2001. Amended:
Filed Nov. 20, 2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Missouri Department of Transportation, Mari Ann Winters,
Secretary to the Commission, PO Box 270, Jefferson City, MO 65102.
To be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 7—DEPARTMENT OF TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 10—Contractor Performance Rating to
Determine Responsibility

PROPOSED AMENDMENT

7 CSR 10-10.030 Rating Categories for Evaluating the
Performance of a Contractor. The commission is amending section
(1) and subsections (1)(B) and (C), sections (3) and (4), and adding
subsection (1)(D).

PURPOSE: This amendment provides for an additional category for
rating contractors performance, clarifies the determination of the
individual category ratings, and revises the categories importance
factors and includes the factor for the additional category.

(1) Contractors awarded commission projects shall be rated on the
following /three (3) basic] four (4) categories:

(B) Contract compliance includes, but is not limited to, timely
compliance, compliance with traffic control, handling of traffic,
[submittal of required documents,] maintenance of the work site
and adherence to environmental requirements; /and/

(C) Prosecution and progress includes, but is not limited to, prop-
er planning and execution, achieving the progress schedule, coordi-
nating subcontractors and timely completion/./; and

(D) Contract administration includes, but is not limited to sub-
mittal of required documents.

(3) A contractor’s individual category ratings in the category of
“Quality” and “Contract Compliance” will be determined by com-
paring the total number of points awarded to the total number of
points /assigned, to] possible for each question completed, based
on the weighted average of the total dollar value of work completed
[to date] during the rated period and pertaining to /each] applic-
able sections of the questionnaire. A contractor’s individual catego-
ry ratings, /for the remaining categories,] in the category of

“Prosecution & Progress” and “Contract Administration” will
be determined by comparing the total number of points awarded /in
each category] to the total number of points /assigned to] possi-
ble for each question completed /in that category], based on the
weighted average of the contract dollar value.

(4) For overall rating purposes, the categories are assigned impor-
tance factors as follows: quality of work, /[thirty-three and one-
third percent (33.33%)] thirty percent (30%); contract compli-
ance, [thirty-three and one-third percent (33.33%)] twenty
percent (20%); [and] prosecution and progress, [thirty-three and
one-third percent (33.33 %)] thirty percent (30%), and contract
administration, twenty percent (20%).

AUTHORITY: sections 226.020, 226.130, 227.030, RSMo 2000 and
227.100, RSMo Supp. 2002. Original rule filed Dec. 31, 1990,
effective July 8, 1991. Emergency amendment filed Nov. 20, 1997,
effective Jan. 1, 1998, expired June 29, 1998. Amended: Filed Nov.
20, 1997, effective May 30, 1998. Emergency amendment filed Dec.
1, 2000, effective Jan. 1, 2001, expired June 29, 2001. Amended:
Filed Dec. 1, 2000, effective May 30, 2001. Amended: Filed Nov. 20,
2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($3500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Missouri Department of Transportation, Mari Ann Winters,
Secretary to the Commission, PO Box 270, Jefferson City, MO 65102.
To be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 7—DEPARTMENT OF TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 10—Contractor Performance Rating to
Determine Responsibility

PROPOSED AMENDMENT

7 CSR 10-10.040 Contractor Performance Questionnaire Used in
Evaluating Contractor Performance. The commission is amending
sections (3) and (5).

PURPOSE: This amendment provides for an additional evaluation
category.

(3) The Contractor Performance Questionnaire contains questions
that are assigned to the /three (3)] four (4) evaluation categories:
quality of work; prosecution and progress; /and] contract compli-
ance; and contract administration. Not all questions will be applic-
able on any certain project and will, therefore, not be completed.

(5) A copy of the Contractor Performance Questionnaire may be
obtained by submitting a written request to the following address:
Missouri Department of Transportation, Construction and
Materials, P/./O/.] Box 270, Jefferson City, MO 65102.

AUTHORITY: sections 226.020, 226.130, 227.030, RSMo 2000 and
227.100, RSMo Supp. 2002. Original rule filed Dec. 31, 1990,
effective July 8, 1991. Emergency rescission and rule filed Nov. 20,
1997, effective Jan. 1, 1998, expired June 29, 1998. Rescinded and
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readopted: Filed Nov. 20, 1997, effective May 30, 1998. Emergency
amendment filed Nov. 9, 1999, effective Nov. 19, 1999, expired May
16, 2000. Amended: Filed Nov. 9, 1999, effective May 30, 2000.
Emergency amendment filed Dec. 1, 2000, effective Jan. 1, 200I,
expired June 29, 2001. Amended: Filed Dec. 1, 2000, effective May
30, 2001. Amended: Filed Nov. 20, 2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($3500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Missouri Department of Transportation, Mari Ann Winters,
Secretary to the Commission, PO Box 270, Jefferson City, MO 65102.
To be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 7—DEPARTMENT OF TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 10—Contractor Performance Rating to
Determine Responsibility

PROPOSED AMENDMENT

7 CSR 10-10.050 Procedure and Schedule for Completing the
Contractor Performance Questionnaire. The commission is
amending sections (2), (3) and (4), and adding subsections (3)(A),
(3)(B), and (3)(C).

PURPOSE: This amendment provides for three (3) separate contrac-
tor performance reports and provides a brief description of each.

(2) The Contractor Performance Questionnaire shall be completed in
accordance with this chapter and with written instructions given the
resident engineer by the Construction and Materials unit. A copy of
the current instructions may be obtained from the state construction
and materials engineer.

(3) Each Contractor Performance Report shall be completed /on all
projects that were active during the rated year and will be
completed within thirty (30) days after final project accep-
tance, but shall be completed no later than January 15,
whichever comes first. Prior reports on the same contract
shall not bind or govern the completion of a final report.] as
an Interim Report, Annual Report, or Final Report. The report
shall note which type of report it is. The following criteria govern
each type of report and when it is completed:

(A) Interim Report. This midseason report is completed on all
contractors currently on probation or which have been disquali-
fied when approximately fifty percent (50%) of the work on the
project for the year is completed or by September 1, whichever
comes first. An Interim Report may also be completed at any
time, at the discretion of the engineer, for any contractor when
there is a serious concern regarding contractor performance on
the project. This report is for informational purposes only.

(B) Annual Report. This report is completed on all active pro-
jects. Each Annual Report shall be completed on all projects that
were active during the rated year and shall be completed no later
than January 15.

(C) Final Report. This report is completed on all projects hav-
ing received final acceptance during the rated year. The Final
Contractor Performance Reports will be completed within thirty

(30) days after final project acceptance, but shall be completed
no later than January 15, whichever comes first. Prior reports on
the same contract shall not bind or govern the completion of a
final report.

(4) The resident engineer shall sign and date the Contractor
Performance Questionnaire when /s/he/ he/she completes his/her
rating. The contractor’s representative, at his/her election, may meet
privately with the resident engineer to review the questionnaire. If
the contractor’s representative does review the questionnaire, /s/he/
he/she shall sign and date it as an acknowledgment that /s/he/
he/she has reviewed it. A copy of the questionnaire shall be fur-
nished to the contractor by the resident engineer. If the contractor’s
representative does not return a signed questionnaire to the resident
engineer within two (2) weeks after it has been mailed to him/her,
the questionnaire shall be final, with no further comment to be con-
sidered by the contractor’s representative.

AUTHORITY: sections 226.020, 226.130, 227.030, RSMo 2000 and
227.100, RSMo 2002. Original rule filed Dec. 31, 1990, effective
July 8, 1991. Emergency rescission and rule filed Nov. 20, 1997,
effective Jan. 1, 1998, expired June 29, 1998. Rescinded and read-
opted: Filed Nov. 20, 1997, effective May 30, 1998. Emergency
amendment filed Nov. 9, 1999, effective Nov. 19, 1999, expired May
16, 2000. Amended: Filed Nov. 9, 1999, effective May 30, 2000.
Emergency amendment filed Dec. 1, 2000, effective Jan. 1, 2001,
expired June 29, 2001. Amended: Filed Dec. 1, 2000, effective May
30, 2001. Amended: Filed Nov. 20, 2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Missouri Department of Transportation, Mari Ann Winters,
Secretary to the Commission, PO Box 270, Jefferson City, MO 65102.
To be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 7—DEPARTMENT OF TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 10—Contractor Performance Rating to
Determine Responsibility

PROPOSED AMENDMENT

7 CSR 10-10.060 Explanation of Standard Deviation Rating
System for all Contractors. The commission is amending section

3.

PURPOSE: This amendment provides for a fourth category in the
rating of contractors.

(3) Overall and Category Ratings. On an annual basis, each contrac-
tor who has done work for the commission and which the commis-
sion has completed a Contractor Performance Questionnaire, shall be
given a rating for each of the /three (3)] four (4) categories: quali-
ty of work, prosecution and progress /and], and contract compli-
ance, and contract administration as well as receiving an overall
rating which combines the ratings of all of the /three (3)] four (4)
categories.
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AUTHORITY: sections 226.020, 226.130, 227.030, RSMo 2000, and
227.100, RSMo 2002. Original rule filed Dec. 31, 1990, effective
July 8, 1991. Amended: Filed April 13, 1994, effective Oct. 30,
1994. Amended: Filed June 12, 1996, effective Jan. 30, 1997.
Emergency rescission and rule filed Nov. 20, 1997, effective Jan. 1,
1998, expired June 29, 1998. Rescinded and readopted: Filed Nov.
20, 1997, effective May 30, 1998. Emergency amendment filed Dec.
1, 2000, effective Jan. 1, 2001, expired June 29, 2001. Amended:
Filed Dec. 1, 2000, effective May 30, 2001. Amended: Filed Nov. 20,
2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars (3500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Missouri Department of Transportation, Mari Ann Winters,
Secretary to the Commission, PO Box 270, Jefferson City, MO 65102.
To be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 7—DEPARTMENT OF TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 10—Contractor Performance Rating to
Determine Responsibility

PROPOSED AMENDMENT

7 CSR 10-10.070 Procedure for Annual Rating of Contractors.
The commission amends sections (1) through (5).

PURPOSE: This amendment makes reference to the current name of
the unit responsible for determination of annual ratings of contrac-
tors and provides that annually, a contractor's overall and category
performance will be for all contracts on all active projects rather
than limiting to work performed during a specific time period. This
amendment also provides that upon determination of a contractor's
rating, action recommendations will be made to the chief engineer
and that all contractors shall be notified of their annual ratings and
any probation or disqualification shall become effective upon the
date of the notification. Further, this amendment adds that the final
annual ratings propose a level of performance on the contractor's
status to bid or perform work as a subcontractor or vendor.

(1) Annual Rating of Contractors. The /C/construction and materi-
als unit shall be responsible for the determination of the annual rat-
ings of contractors. The /C/construction and materials unit will
annually determine a contractor’s overall and category performance
rating for all contracts on /which work was performed during
the period, January 1 through December 317] all active pro-
jects. The ratings for the categories Quality, /and] Contract
Compliance, and Contract Administration will be based on a
weighted average of the dollar value of all work completed during the
rated year on all contracts. The categor/y/ies, Prosecution and
Progress and Contract Administration, shall use contract dollar
totals for determining the contractor’s performance rating.

(2) Contractor Rating Groups. For purposes of /evaluating] recog-
nizing outstanding contractor performance, contractors shall be
divided into /two (2)] four (4) sample groups based upon whether
the contractor is a specialty contractor and on the dollar value of the
work completed during the rated year.

(A) Contractor Groups. Group one contractors shall be the ten
(10) contractors who have the largest dollar value of work complet-
ed during the rated year. Contractors not included in group one or
the specialty contractor group shall be divided in half as group two,
medium volume, contractors and group three, light volume, contrac-
tors.

[1. Sample lot one. Sample lot one shall include all con-
tractors belonging in group one contractors and group two,
medium volume contractors.

2. Sample lot two. Sample lot two shall include all con-
tractors belonging in group three, light volume contractors
and specialty contractors.]

(B) /[Commission] Determination of Contractor /Groups and
Sample Lots] Ratings. /[The commission shall determine all
contractor groups and sample lots for the purposes of group-
ing contractors.] The construction and materials unit shall
determine contractor ratings and make action recommendations
to the chief engineer.

(3) [Upon the Construction unit’s annual rating of all con-
tractors, the ratings shall be reviewed by the state construc-
tion engineer.] Upon the [Construction unit’s] chief engineer’s
review and approval, all contractors shall be notified in writing of
their annual ratings. The /C/construction and materials unit will act
on each contractor or not, based on the overall and category ratings
the contractor receives. These actions may range from recognizing
very outstanding performance, to recommending that a contractor be
declared nonresponsible. Probation or disqualification shall
become effective upon the date stated in the written notification.

(4) Review Process. If the contractor disagrees with any particular
response on the questionnaire and cannot resolve the dispute with the
resident engineer, /s/he] it may request in writing that the district
engineer review the matter. Such request must be made to the district
engineer within twenty-eight (28) days from the date of the mailing
of the questionnaire form to the contractor. However, the contractor’s
representative shall first have discussed the questionnaire response
with the resident engineer in order to resolve the dispute. Upon
receiving the contractor’s written request to review the particular
area of discrepancy on the questionnaire, the district engineer shall
review the matter and provide the contractor with a written response
regarding the particular area of dispute between the contractor and
the resident engineer. All reports shall be submitted to the /C/con-
struction and materials unit before, but no later than, February 15.

(A) “Unacceptable” Rating. No request for review to the commit-
tee or to the department regarding the contractors’ performance rat-
ings is permitted or is provided under this chapter, with the excep-
tion of contractors who receive an unacceptable performance rating.

1. The contractor must have received either an unacceptable cat-
egory or overall performance rating and timely discussed the dispute
with the resident engineer and made a timely written request for
review by the district engineer of the particular rating on the ques-
tionnaire that the contractor disagrees with as provided in this chap-
ter.

2. If the contractor has complied with the requirements of
paragraph (4)(A)1. above, /T/the contractor shall have ten (10)
working days to request an informal hearing to review an unaccept-
able performance rating.

3. The contractor shall submit its request for an informal hear-
ing to the following address: Missouri Department of Transportation,
Construction and Materials, P/./O/.] Box 270, Jefferson City, MO
65102.

(5) No Further Commission Action. As to contractor performance
ratings of which no review is requested or permitted under this rule,
upon the determination by the /C/construction and materials unit
regarding the annual ratings of all contractors and the approval of the
chief engineer of the annual ratings, the ratings of the contractors
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shall become final for purposes of this chapter and the effect of this
chapter on a level of performance on the contractor’s status to bid
or perform work as a subcontractor or vendor on commission
contracts. No commission action is necessary regarding the annual
ratings of the contractors.

AUTHORITY: sections 226.020, 226.130 227.030, RSMo 2000 and
227.100, RSMo 2002. Original rule filed Dec. 31, 1990, effective
July 8, 1991. Emergency rescission and rule filed Nov. 20, 1997,
effective Jan. 1, 1998, expired June 29, 1998. Rescinded and read-
opted: Filed Nov. 20, 1997, effective May 30, 1998. Emergency
amendment filed Nov. 9, 1999, effective Nov. 19, 1999, expired May
16, 2000. Amended: filed Nov. 9, 1999, effective May 30, 2000.
Emergency amendment filed Dec. 1, 2000, effective Jan. 1, 200I,
expired June 29, 2001. Amended: Filed Dec. 1, 2000, effective May
30, 2001. Amended: Filed Nov. 20, 2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars (3500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Missouri Department of Transportation, Mari Ann Winters,
Secretary to the Commission, PO Box 270, Jefferson City, MO 65102.
To be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 7—DEPARTMENT OF TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 10—Contractor Performance Rating to
Determine Responsibility

PROPOSED AMENDMENT

7 CSR 10-10.080 Determination of Nonresponsibility. The com-
mission amends sections (1) and (2).

PURPOSE: This amendment provides that contractors shall be dis-
qualified as opposed to suspended or debarred when a determination
of nonresponsibility has been made and that in addition to being dis-
qualified from bidding, the contractor may also be disqualified from
performing work as a subcontractor or vendor. This amendment clar-
ifies the effect and consequences that a determination of nonresp-
sonsibility has upon the contractor which has been disqualified under
the provisions of this chapter.

(1) Unacceptable Category or Overall Rating. A contractor who
receives an initial unacceptable rating shall be placed on probation.
Any contractor who is on probation and receives a second unaccept-
able rating shall be declared nonresponsible and shall be /suspend-
ed] disqualified from bidding and, may be declared disqualified
from performing work as a subcontractor or vendor, for a period
of one (1) year. /During this suspension period, no bids shall
be accepted from the contractor.] At the conclusion of this /sus-
pension] disqualification period, the contractor shall be reinstated
on a probationary basis and be allowed to bid on commission pro-
jects. Any contractor who /has previously been suspended] is
currently disqualified for unacceptable performance/, has a cur-
rent deficiency status,] and receives a subsequent unacceptable
rating shall be declared nonresponsible and /shall be barred] dis-
qualified from bidding on commission projects and, may be
declared disqualified from performing work as a subcontractor

or vendor, for a period of three (3) years. After the three (3) year
[debarment] disqualification period has ended, the contractor may
be reinstated on a probationary basis. Any deficiency status shall
remain in effect until the contractor obtains an annual average cate-
gory rating in all categories.

(2) Affiliates of the Contractor. Any probation/, suspension or
debarment] or disqualification of the contractor shall be equally
applicable to all affiliates of the contractor.

AUTHORITY: sections 226.020, 226.130, 227.030, RSMo 2000 and
227.100, RSMo 2002. Original rule filed Dec. 31, 1990, effective
July 8, 1991. Emergency rescission and rule filed Nov. 20, 1997,
effective Jan. 1, 1998, expired June 29, 1998. Rescinded and read-
opted: Filed Nov. 20, 1997, effective May 30, 1998. Emergency
amendment filed Dec. 1, 2000, effective Jan. 1, 2001, expired June
29, 2001. Amended: Filed Dec. 1, 2000, effective May 30, 200I.
Amended: Filed Nov. 20, 2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Missouri Department of Transportation, Mari Ann Winters,
Secretary to the Commission, PO Box 270, Jefferson City, MO 65102.
To be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 7—DEPARTMENT OF TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 10—Contractor Performance Rating to
Determine Responsibility

PROPOSED AMENDMENT

7 CSR 10-10.090 Reservation of Rights to Recommend or Declare
Persons or Contractors Nonresponsible on Other Grounds. The
commission amends sections (1) and (2).

PURPOSE: This amendment provides for a fourth rating category.

(1) Nothing in this chapter shall be construed to waive, limit or
restrict the right of the /chief engineer]/ department to /recom-
mend] determine that a contractor be declared nonresponsible, if
any individual rating on one (1) or more of the /three (3)] four (4)
rating categories specified in 7 CSR 10-10.030 is so low that /the
chief engineer has] there is cause to believe that the contractor
cannot responsibly or competently perform contract work generally,
or of a particular type or description. The /commission] depart-
ment reserves the right to declare /nonresponsible] disqualified
any contractor which it finds to be incompetent or nonresponsible,
with /those] such terms and conditions governing the disqualifica-
tion as it deems appropriate.

(2) Nothing in this chapter shall be construed to waive, limit or
restrict the right of the /chief engineer] department or of the com-
mission to /recommend] determine that a person, firm, corpora-
tion or contractor be /declared nonresponsible] disqualified for
any other legal reason, circumstance, or for financial irresponsibili-
ty that would support a finding that the person, firm, corporation, or
contractor was nonresponsible. The commission reserves the right to
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declare nonresponsible any person, firm, corporation or contractor
which it finds to be nonresponsible or ineligible upon sufficient legal
grounds, with those terms and conditions governing /the disqualifi-
cation] that action as it deems appropriate.

AUTHORITY: sections 226.020, 226.130, 227.030, RSMo 2000 and
227.100, RSMo 2002. Original rule filed Dec. 31, 1990, effective
July 8, 1991. Emergency rescission and rule filed Nov. 20, 1997,
effective Jan. 1, 1998, expired June 29, 1998. Rescinded and read-
opted: Filed Nov. 20, 1997, effective May 30, 1998. Emergency
amendment filed Dec. 1, 2000, effective Jan. 1, 2001, expired June
29, 2001. Amended: Filed Dec. 1, 2000, effective May 30, 200I.
Amended: Filed Nov. 20, 2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($3500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Missouri Department of Transportation, Mari Ann Winters,
Secretary to the Commission, PO Box 270, Jefferson City, MO 65102.
To be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 11—DEPARTMENT OF PUBLIC SAFETY
Division 40—Division of Fire Safety
Chapter 5—Elevators

PROPOSED AMENDMENT

11 CSR 40-5.020 Scope and Application. The division is amend-
ing section (2).

PURPOSE: This amendment adds equipment exemptions per state
statute change.

(2) These rules and regulations do not apply to—

(B) Tiering, piling, feeding, or similar machines or devices giving
service within only one (1) story; /or]

(C) Elevator equipment installed in a single-family residence or
those installed completely within a single unit of a multi-family res-
idence. These regulations do apply to elevator equipment installed in
the common areas of multi-family residences/./;

(D) Any device inaccessible to the public, not used to transport
passengers and built prior to January 1, 1940; or

(E) Single person elevator lifts and belt manlifts operating only
in grain elevators or feed mills unless inspection is requested by
the owner.

AUTHORITY: section 701.355, RSMo [1994] 2000. Original rule
filed Aug. 26, 1998, effective July 1, 1999. Amended: Filed Dec. 16,
2002.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars (3500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with the
Division of Fire Safety, PO Box 844, Jefferson City, MO 65102. To

be considered, comments must be received within thirty (30) days
after publication of this notice in the Missouri Register. No public
hearing is scheduled.

Title 11—DEPARTMENT OF PUBLIC SAFETY
Division 40—Division of Fire Safety
Chapter 5—Elevators

PROPOSED AMENDMENT

11 CSR 40-5.050 New Installations. The division is amending sec-
tions (1) and (4).

PURPOSE: This amendment specifies codes and editions adopted by
the Elevator Safety Board.

(1) Minimum Standards. All new elevator equipment installed on or
after the effective date of these rules and regulations shall be con-
structed and installed in conformity with the standards prescribed in
the American Society of Mechanical Engineers, ASME A17.1, 1996
edition Safety Code for Elevators and Escalators, A18.1, 1999 edi-
tion, Safety Standards for Platform Lifts and Stairway Chair Lifts,
ASME A17.2.1 1996 edition, Inspector’s Manual for Electric
Elevators, ASME A17.2.2 1997 edition, Inspector’s Manual for
Hydraulic Elevators, ASME A17.2.3 1998 edition, Inspector’s
Manual for Escalators and Moving Walks, American National
Standard Safety Code for Manlifts ANSI A90.1, 1998 edition,
American National Safety Code for Personnel Hoist ANSI A10.4
[latest version adopted and amended by the Elevator Safety
Board,] 1990 edition, unless as exempted by section 701.359,
RSMo. [These standards are hereby adopted by reference
and incorporated herein.]

(4) Operating Certificate for New Installations. Prior to operating/,/
a new installation, an operating certificate must be obtained in accor-
dance with 11 CSR 40-5.